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through 482.104 in order to be granted 
approval from CMS to provide trans-
plant services. 

(a) Unless specified otherwise, the 
conditions of participation at §§ 482.72 
through 482.104 apply to heart, heart- 
lung, intestine, kidney, liver, lung, and 
pancreas centers. 

(b) In addition to meeting the condi-
tions of participation specified in 
§§ 482.72 through 482.104, a transplant 
center must also meet the conditions 
of participation specified in §§ 482.1 
through 482.57. 

§ 482.70 Definitions. 
As used in this subpart, the following 

definitions apply: 
Adverse event means an untoward, un-

desirable, and usually unanticipated 
event that causes death or serious in-
jury, or the risk thereof. As applied to 
transplant centers, examples of adverse 
events include (but are not limited to) 
serious medical complications or death 
caused by living donation; uninten-
tional transplantation of organs of 
mismatched blood types; transplan-
tation of organs to unintended recipi-
ents; and unintended transmission of 
infectious disease to a recipient. 

End-Stage Renal Disease (ESRD) 
means that stage of renal impairment 
that appears irreversible and perma-
nent, and requires a regular course of 
dialysis or kidney transplantation to 
maintain life. 

ESRD Network means all Medicare- 
approved ESRD facilities in a des-
ignated geographic area specified by 
CMS. 

Heart-Lung transplant center means a 
transplant center that is located in a 
hospital with an existing Medicare-ap-
proved heart transplant center and an 
existing Medicare-approved lung center 
that performs combined heart-lung 
transplants. 

Intestine transplant center means a 
Medicare-approved liver transplant 
center that performs intestine trans-
plants, combined liver-intestine trans-
plants, or multivisceral transplants. 

Network organization means the ad-
ministrative governing body to the 
network and liaison to the Federal gov-
ernment. 

Pancreas transplant center means a 
Medicare-approved kidney transplant 

center that performs pancreas trans-
plants alone or subsequent to a kidney 
transplant as well as kidney-pancreas 
transplants. 

Transplant center means an organ-spe-
cific transplant program (as defined in 
this rule) within a transplant hospital 
(for example, a hospital’s lung trans-
plant program may also be referred to 
as the hospital’s lung transplant cen-
ter). 

Transplant hospital means a hospital 
that furnishes organ transplants and 
other medical and surgical specialty 
services required for the care of trans-
plant patients. 

Transplant program means a compo-
nent within a transplant hospital (as 
defined in this rule) that provides 
transplantation of a particular type of 
organ. 

GENERAL REQUIREMENTS FOR 
TRANSPLANT CENTERS 

§ 482.72 Condition of participation: 
OPTN membership. 

A transplant center must be located 
in a transplant hospital that is a mem-
ber of and abides by the rules and re-
quirements of the Organ Procurement 
and Transplantation Network (OPTN) 
established and operated in accordance 
with section 372 of the Public Health 
Service (PHS) Act (42 U.S.C. 274). The 
term ‘‘rules and requirements of the 
OPTN’’ means those rules and require-
ments approved by the Secretary pur-
suant to § 121.4 of this title. No hospital 
that provides transplantation services 
shall be deemed to be out of compli-
ance with section 1138(a)(1)(B) of the 
Act or this section unless the Sec-
retary has given the OPTN formal no-
tice that he or she approves the deci-
sion to exclude the transplant hospital 
from the OPTN and also has notified 
the transplant hospital in writing. 

§ 482.74 Condition of participation: No-
tification to CMS. 

(a) A transplant center must notify 
CMS immediately of any significant 
changes related to the center’s trans-
plant program or changes that could 
affect its compliance with the condi-
tions of participation. Instances in 
which CMS should receive information 
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